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~ The MAILING DA TE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely Tiled 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this conrununication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timety filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 23 March 2005 . 
2a)\3 This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for formal nnatters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-28 is/are pending in the application. 

4a) Of the above claim(s) 1-26 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 27 and 28 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Clalm(s) are subject to restriction and/or election requirement. 

Application Papers 

9) S The specification Is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)\3 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the coiTection is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action orfomi PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a daim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 
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2) O Notice of Draflsperson's Patent Drawing Review (PTO-948) 

3) ^ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 
Paper No(s)/Mail Da tei^i||^| .Oy 



4) 0 Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) mi Notice of Informal Patent Application (PTO-152) 

6) 13 Other: Sequence comparisons . 
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Weber, Georg 

DETAILED ACTION 
Election/Restrictions 
The Election filed on 03/23/2005 in response to the Restriction Requirement filed on 
02/23/2005 has been entered. Applicant's have elected without traverse Group XIV, Claims 27-28, 
as specifically drawn to a method of determining whether a tumor is malignant comprising 
determining whether a tumor cell expresses OPN-c. Because applicants have elected without 
traverse, the restriction requirement is deemed proper and therefore, made FINAL. 
Claims 1-28 are currently pending 

Claims 1-26 have been withdrawn firom consideration as being drawn to a non-elected 
invention. 

Claims 27-28 are currently under consideration. 

Information Disclosure Statement 

The Information Disclosure Statement filed on April 19, 2004 is acknowledged and has been 
considered. A signed copy of the IDS is attached hereto. 

Specification 

The specification is objected to for improper disclosure of nucleotide sequences without a 
respective sequence identifier, i.e. a SEQ ID NOs:, see for example. Figures 1-3. Hence, the 
disclosure fails to comply with the requirements of 37 CFR 1.821 through 1.825. In the absence of a 
sequence identifier for each sequence. Applicant must provide a computer readable form (CRF) 
copy of the sequence listing, an initial or substitute paper copy of the sequence listing, as well as any 
amendment directing its entry into the specification, and a statement that the content of the paper 
and computer readable copies are the same and, where applicable, include no new matter, as 
required by 37 CFR 1.821(e-f) or 1.825(b) or 1.825(d). 

Applicants are reminded that no new matter should be introduced by amendment to the 
specification, see MPEP 35 USC 132. 
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Claim Objections 

Claims 27-28 are objected to because of the following informalities: In the instant case, 
claims 27-28 refer to non-elected subject matter, i.e., wherein the expression of OPN-b or c 
indicated tumor is malignant. Appropriate correction is required. 

Claim Rejections - 35 USC§112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims pardculady pointing out and distinctfy claiming the subject 
matter which the applicant regards as his invention. 

Claims 27-28 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim die subject matter which applicant regards as the 
invention. 

Claims 27-28 are rejected as vague and indefinite for reciting the term "OPN-c: in 
association with being expressed on a tumor as the sole means of identifying the claimed molecule. 
The use of laboratory designations only to identify a particular molecule renders the claims indefinite 
because different laboratories may use the same laboratory designations to define completely distinct 
molecules. The rejection can be obviated by amending the claims to specifically and uniquely identify 
OPN-c, for example, by SEQ ID NO. and function of OPN-c. 

Claims 27-28 are further rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the steps. See 
MPEP § 2172.01. The omitted steps are: a correlation between the detection of a malignancy and 
the expression of OPN-c compared to a control sample. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entided to a patent unless — 

(b) the invention was patented or described ia a printed publication in this or a foreign country or in public use or on sale in 
this country^ more than one year prior to the date of applicadon for patent in the United States. 

(e) the invention was described in (1) an ^^pHcation for patent, published under section 122(b), by another filed in 
the United States before the invention by the s^Hcant for patent or (2) a patent granted on an ^)plication for patent 
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by another filed in the United States before the invention by the applicant for patent except that an international 
application filed under the trea^ defined in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international s^pHcation designated the United States and was 
published \mder Article 21 (2) of such treaty in the En^h language. 

Claims 27-28 are rejected under 35 U.S.C. 102(b) as being anticipated by Saitoh et al. (IDS, 
Lab. Invest 1995; 72: 55-63, ALL). 

Saitoh discloses (page 56, 1*' column, 2"** paragraph and page 57, 2°'' column, 1^' paragraph)) 
that osteopontin variants, for example OPN-c, are expressed in human glioma that provides a 
correlation with malignancy. Specifically, the reference teaches (Conclusion) a method for 
determining whether a tumor is malignant comprising providing a sample of a tumor and 
determining whether cells within the tumor express OPN, wherein the expression of OPN is an 
indication that the tumor is malignant. With regards to determining the expression, Saitoh et al. 
teach (abstract and page 56, 1'' column. Experimental Design) that OPN expression is determined by 
Northern blot analysis. Western blot analysis and RT-PCR. 

Claims 27-28 are rejected under 35 U.S.C. 102(e) as being anticipated by Monahan et al. (US 
2003/0087250, 3/14/2001). 

Monahan et al teach (page 42, 1^' to column) a method of assessing whether a patient is 
afflicted with ovarian cancer, comprising comparing the level of expression of a marker in a patient 
sample, wherein the marker is selected from Table 1, for example osteopontin-c (OPN-c) ^ and the 
normal level of expression of the marker in a control non-ovarian cancer sample, wherein a 
significant increase in the level of expression of the marker in the patient sample and the normal 
level is an indication that the patient is afflicted with ovarian cancer. The US application further 
teaches (page 34, 2"** column, paragraph 0282) that the marker protein or nucleic acid is detected 
within the biological sample using in vitro or in vivo techniques, such as Western blot analysis. 
Northern blot analysis or RT-PCR. 

Claims 27-28 are rejected under 35 U.S.C. 102(e) as being anticipated by Lillie et al. (US 
2003/0124128, 06/21/2001). 

Lillie et al. teach (page 55, 1'' to 2"** column) a method of assessing whether a patient is 
afflicted with breast cancer, comprising comparing the level of expression of a marker in a patient 
sample, wherein the marker is selected from Table 1 (page 37), for example osteopontin-c (OPN-^, 
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and the normal level of expression of the marker in a control non-breast cancer sample, wherein a 
significant increase in the level of expression of the marker in the patient sample and the normal 
level is an indication that the patient is afflicted with ovarian cancer. The US application fiarther 
teaches (page 27, 2^** column, paragraph 0279) that the marker protein or nucleic acid is detected 
within the biological sample using in vitro or in vivo techniques, such as Western blot analysis, 
Northern blot analysis or RT-PCR. 

The following prior art is provided and made of record (although not relied upon) is considered 

pertinent to applicant's disclosure: 

Brown et al. (IDS, Am. J. Pathol. 1995; 145: 610-623) discloses osteopontin expression and 
distribution in human carcinomas. 



Therefore, NO Claim is allowed. 



Any inquiry concerning this commxanication or earlier communications from the examiner 
should be directed to Brandon J. Fetterolf, PhD whose telephone number is (571)-272-2919. The 
examiner can normally be reached on Monday through Friday firom 8:30 to 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Jeff Siew can be reached on 571-272-0787. The fax phone number for the organization where this 
application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIK Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBQ at 866-217-9197 (toll-free). 

Brandon J Fetterolf, PhD 

Examiner 
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